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TEVAR TAP| TAPI Puerto Rico Inc.
Teva Active Pharmaceutical Ingredients

July 21, 2013
Mary Jo M. Aiello, Director Environmental Quality Board
DEP, Division of Solid and Hazardous Wastes Att. EQB President or Land Pollution Control Division Director
Mail Code: 401-02C PO Box 11448
P.O. Box 420, Trenton, NJ 08625-0420 San Juan, PR 00910
CERTIFIED MAIL 7011 0470 0001 9328 1828 CERTIFIED MAIL 7011 0470 0001 9328 1835
US Environmental Protection Agency, Region i US Environmental Protection Agency, Region Il
Chief, RCRA Program Branch RCRA Record Center, Room 1538
290 Broadway, 22™ Floor 290 Broadway, 15" Floor
New York, New York10007-1866 New York, New York10007-1866
CERTIFIED MAIL 7011 0470 0001 9328 1842 CERTIFIED MAIL 7011 0470 0001 9328 1859
US Environmental Protection Agency, Region |i US Environmental Protection Agency, Region li
Division of Environmental Planning & Protection CEPD, Environmental Management Branch
290 Broadway, 25 Floor City View Plaza H, Suite 7000
New York, New York10007-1866 Guaynabo, Puerto Rico, 00968-8069
CERTIFIED MAIL 7011 0470 0001 9328 1866 CERTIFIED MAIL 7011 0470 0001 9328 1873

RE: Notification for Facilities Managing Hazardous Secondary Materials pursuant to 40 CFR 260.42.
TAPI Puerto Rico, Inc., PRD090613357

Dear EPA and EQB officials:

Attached please find the referenced document (see Attachment 1). The Puerto Rico Environmental Quality Board (EQB)
adopted the Environmental Protection Agency’s (EPA’s) new Hazardous Waste definition (see Attachment 2). This new
definition, which became effective on December 29, 2008, excludes certain Hazardous Secondary Materials from the
Resource Conservation and Recovery Act (RCRA).

TAPI Puerto Rico, Inc. (TAPI) will no longer manage Spent Ethyl Acetate and Acetonitrile from its Levetiracetam
Manufacturing process as hazardous wastes. These will be managed as Secondary Hazardous Materials. TAPI will continue
to send these materials to an US State which has also adopted EPA’s new definition.

Should you have any question or comments regarding this report, please contact me at your earliest convenience ((787)
864-4545, ext. 4370).

Cordially,

TAP! Puerto Rico, Inc.

L)

amuel Ldguna
Environmental Manager
TAPI Puerto Rico, Inc.
PO Box 10010, Guayama, P.R. 00785

samuel.laguna@tevapharm.com


mailto:samuei.laguna@tevapharm.com

Attachment 1

Notification for Facilities Managing Hazardous Secondary Materials



OMB# 2050-0024; Expires 12/31/2014

SEND e—
COMPLETED . i . P
FORM TO: United States Environmental Protection Agency
The Appropriate RCRA SUBTITLE C SITE IDENTIFICATION FORM
State or Regional
Office.
1. Reason for Reason for Submittal:

Submittal O To provide an Initial Notification (first time submitting site identification information / to obtain an EPA ID number

for this location)
MARK ALL To provide a Subsequent Notification (to update site identification information for this location)
BOXA%'R}HAT As a component of a First RCRA Hazardous Waste Part A Permit Application

As a component of a Revised RCRA Hazardous Waste Part A Permit Application (Amendment # )

0DoO=x

As a component of the Hazardous Waste Report (If marked, see sub-bullet below)

[J Site was a TSD facility and/or generator of >1,000 kg of hazardous waste, >1 kg of acute hazardous waste, or
>100 kg of acute hazardous waste spill cleanup in one or more months of the report year (or State equivalent
LQG regulations)

2. f,ﬁfnﬁzfm EPAIDNumber |PIR D 110 1910161113 ||315]7 |

3. Site Name Name: TAPI| Puerto Rico, Inc.

4. Site Location |Street Address: State Road #3, Km. 143

emTEs N City, Town, or Village: _Guayama County: Guayama
state: PR ‘Country: Guayama Zip Code: 00785
Site Land Type Private DCounty DDistrict I:IFederal DTribal DMunicipal DState I:lOther
NAICS Code(s) A |13 121514 11]2] c. e
for the Site_ )
o e B Ll | | | | | o. L L 1 | | 1|
7. Site Mailing |Street or P.O. Box: PO Box 10010
s S City, Town, or Village: _Guayama
state: PR Country: Guayama IZip Code: 00785
8. Site Contact |First Name: Samuel Ml: lLast: Laguna
Person

Title:  ENvironmental Manager

Streetor P.0.Box: PO Box 10010

City, Town or Village: _Guayama

state: PR lCountry: Guayama ]zipCode: 00785

Email: S@muel.laguna@tevapharm.com

Phone: (787) 864-4545 lext.: 4315 Fax: (787) 864-4616
Date Became

9. Legal Owner |A. Name of Site’s Legal Owner: TAP| Puerto Rico, Inc. O March 20, 2006
and Operator :

of the Site iOwner Type: Private D County D District I:I Federal D Tribal DMunicipal DState I:l Other

Street or P.0.Box: PO Box 10010

City, Town, or Village: Guayama Phone: (787) 864-4545
state: Puerto Rico ICountry: Guayama Zip Code: 00785
B. Name of Site’s Operator: TAP| Puerto Rico, Inc. g:t:raBtz:?me March 20, 2006

O_?;:at:or Private D County D District D Federal DTribal DMunicipal DState DOther
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EPA ID Number

|PIRID||0] 9] O||6 [1]3][315]7]

OMB#: 2050-0024; Expires 12/31/2014

10. Type of Regulated Waste Activity (at your site)
Mark “Yes” or “No” for all current activities (as of the date submitting the form); complete any additional boxes as instructed.

YXINL]

[Jb. sac:

D c. CESQG:

A. Hazardous Waste Activities; Complete all parts 1-10.

1. Generator of Hazardous Waste
If “Yes”, mark only one of the following — a, b, or c.

a. LQG:

Generates, in any calendar month, 1,000 kg/mo
(2,200 Ibs./mo.) or more of hazardous waste; or
Generates, in any calendar month, or
accumulates at any time, more than 1 kg/mo (2.2
Ibs./mo) of acute hazardous waste; or
Generates, in any calendar month, or
accumulates at any time, more than 100 kg/mo
(220 Ibs./mo) of acute hazardous spill cleanup
material.

100 to 1,000 kg/mo (220 — 2,200 Ibs./mo) of non-
acute hazardous waste.

Less than 100 kg/mo (220 Ibs./mo) of non-acute
hazardous waste.

If “Yes” above, indicate other generator activities in 2-4.

YD N 2. Short-Term Generator (generate from a short-term or one-time
event and not from on-going processes). If “Yes”, provide an
explanation in the Comments section.

YD N 3. United States Importer of Hazardous Waste
YD N 4. Mixed Waste (hazardous and radioactive) Generator

YD N 5. Transporter of Hazardous Waste
If “Yes”, mark all that apply.

D a. Transporter
[] b. Transfer Facility (at your site)

Y N[:I 6. Treater, Storer, or Disposer of
Hazardous Waste Note: A hazardous
waste Part B permit is required for these
activities.

v[] N 7. Recycler of Hazardous Waste

YD N 8. Exempt Boiler and/or Industrial Furnace
If “Yes”, mark all that apply.
D a. Small Quantity On-site Burner
Exemption

D b. Smelting, Melting, and Refining
Furnace Exemption

YD N 9. Underground Injection Control

v InX]

10. Receives Hazardous Waste from Off-
site

YD N[X] 1.

YL__]N 2.

B. Universal Waste Activities; Complete all parts 1-2.

Large Quantity Handler of Universal Waste (you
accumulate 5,000 kg or more) [refer to your State
regulations to determine what is regulated]. Indicate
types of universal waste managed at your site. If “Yes”,
mark all that apply.

. Batteries

. Pesticides

Mercury containing equipment
. Lamps

. Other (specify)

Other (specify)

. Other (specify)

- 0 a o T o

(=}

N

Destination Facility for Universal Waste
Note: A hazardous waste permit may be required for this
activity.

C. Used Oil Activities; Complete all parts 1-4.
N[X] 1. Used Oil Transporter
YD If “Yes”, mark all that apply.
D a. Transporter
|:| b. Transfer Facility (at your site)

2. Used Oil Processor and/or Re-refiner
If “Yes”, mark all that apply.

[:l a. Processor

YINX]

D b. Re-refiner

YD N 3. Off-Specification Used Oil Burner
Y] N X1 4 Used Oil Fuel Marketer
D . If “Yes”, mark all that apply.

D a. Marketer Who Directs Shipment of Off-
Specification Used Oil to Off-
Specification Used Oil Burner

D b. Marketer Who First Claims the Used
Oil Meets the Specifications

EPA Form 8700-12, 8700-13 A/B, 8700-23 (Revised 12/2011)
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ePAIDNumber | P|R|DJ| O] 9] 0}|6] 1] 3] 3|5]7] OMB#: 2050-0024; Expires 12/31/2014

D. Eligible Academic Entities with Laboratories—Notification for opting into or withdrawing from managing laboratory hazardous
wastes pursuant to 40 CFR Part 262 Subpart K

< You can ONLY Opt into Subpart K if:

e you are at least one of the following: a college or university; a teaching hospital that is owned by or has a formal affiliation
agreement with a college or university; or a non-profit research institute that is owned by or has a formal affiliation agreement with
a college or university; AND

e you have checked with your State to determine if 40 CFR Part 262 Subpart K is effective in your state

YD 1. Opting into or currently operating under 40 CFR Part 262 Subpart K for the management of hazardous wastes in laboratories
See the item-by-item instructions for definitions of types of eligible academic entities. Mark all that apply:

Da. College or University
Db. Teaching Hospital that is owned by or has a formal written affiliation agreement with a college or university

|:| c. Non-profit Institute that is owned by or has a formal written affiliation agreement with a college or university

yD N 2. Withdrawing from 40 CFR Part 262 Subpart K for the management of hazardous wastes in laboratories

11. Description of Hazardous Waste

A. Waste Codes for Federally Regulated Hazardous Wastes. Please list the waste codes of the Federal hazardous wastes handled at
your site. List them in the order they are presented in the regulations (e.g., D001, D003, F007, U112). Use an additional page if more
spaces are needed.

D001 D002 D003 D007 D008 D009 F0O01
F002 F003 FO05 P106 U002 U025 U031
uo37 U044 U045 U046 U056 uo57 uo70
U071 uo8o U092 U103 U112 u117 U119
U123 U133 U138 U154 U159 U188 U211
U213 U220 U221 U239 U404

Waste codes D001} D002, D003, F001, | FO02, F003, and FOO5| were reported as [handled in the 2013's| Biennial HW Report.

B. Waste Codes for State-Regulated (i.e., non-Federal) Hazardous Wastes. Please list the waste codes of the State-Regulated
hazardous wastes handled at your site. List them in the order they are presented in the regulations. Use an additional page if more
spaces are needed.

Not Applicable

EPA Form 8700-12, 8700-13 A/B, 8700-23 (Revised 12/2011) Page 3 of 4



Official Copy

ePADNumber |PIRIDJIO]9 OB T3] 315]7] OMB#: 2050-0024; Expires 12/31/2014

12. Notification of Hazardous Secondary Material (HSM) Activity

Ym ND Are you notifying under 40 CFR 260.42 that you will begin managing, are managing, or will stop managing hazardous
secondary material under 40 CFR 261.2(a)(2)(ii), 40 CFR 261.4(a)(23), (24), or (25)?

if“Yes’, you must fill out the Addendum to the Site Identification Form: Notification for Managing Hazardous Secondary
Material.

13. Comments

We are currently sending this matenal to New

v

materiais 1or the mentionea spent soivents

14. Certification. | certify under penalty of law that this document and all attachments were prepared under my direction or supervision in

accordance with a system designed to assure that qualified personnel properly gather and evaluate the information submitted. Based
on my inquiry of the person or persons who manage the system, or those persons directly responsible for gathering the information, the
information submitted is, to the best of my knowledge and belief, true, accurate, and complete. | am aware that there are significant
penalties for submitting false information, including the possibility of fines and imprisonment for knowing violations. For the RCRA
Hazardous Waste Part A Permit Application, all owner(s) and operator(s) must sign (see 40 CFR 270.10(b) and 270.11).

Signature of legal owner, operator, or an Name and Official Title (type or print) Date Signed
authorized gepresentati% {mm/ddlyyyy)
g — Braulio Santiago 07/03/14
- , B ( ,,r”/ ! !

EPA Form 8700-12, 8700-13 A/B, 8700-23 (Revised 12/2011) Page 4 of 4__
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OMB#: 2050-0024; Expires 12/31/2014

ADDENDUM TO THE SITE IDENTIFICATION FORM:
NOTIFICATION OF HAZARDOUS SECONDARY MATERIAL ACTIVITY

ONLY fill out this form if:

®,
o'

* You are located in a State that allows you to manage excluded hazardous secondary material (HSM) under 40 CFR 261.2(a)(2)(ii),

261.4(a)(23), (24), or (25) (or state equivalent). See http://www.epa.gov/epawaste/hazard/dsw/statespf.htm for a list of eligible

states; AND

0.
o

% You are or will be managing excluded HSM in compliance with 40 CFR 261.2(a)(2)(ii), 261.4(a)(23), (24), or (25) (or state

equivalent) or you have stopped managing excluded HSM in compliance with the exclusion(s) and do not expect to manage any
amount of excluded HSM under the exclusion(s) for at least one year. Do not include any information regarding your hazardous
waste activities in this section.

1. Indicate reason for notification. Include dates where requested.

Facility will begin managing excluded HSM as of _07/28/2014

(mm/dd/yyyy).

D Facility is still managing excluded HSM/re-notifying as required by March 1 of each even-numbered year.

I:I Facility has stopped managing excluded HSM as of

(mm/dd/yyyy) and is notifying as required.

2. Description of excluded HSM activity. Please list the appropriate codes and quantities in short tons to describe your excluded HSM -
activity ONLY (do not include any information regarding your hazardous wastes). Use additional pages if more space is needed.

a. Facility code
(answer using
codes listed in the

b. Waste code(s) for HSM

c. Estimated short
tons of excluded HSM
to be managed

d. Actual short tons
of excluded HSM
that was managed

e. Land-based unit
code (answer using
codes listed in the

Code List section of annually during the most Code List section of
the instructions) recent odd- the instructions)
numbered year
06 D001 414 None Not Applicable
06 D001 872 None Not Applicable

3. Facility has financial assurance pursuant to 40 CFR 261.4(a)(24)(vi). (Financial assurance is required for reclaimers and
intermediate facilities managing excluded HSM under 40 CFR 261.4(a)(24) and (25))

Y[_IN[¥] Does this facility have financial assurance pursuant to 40 CFR 261.4(a)(24)(vi)?

EPA Form 8700-12, 8700-13 A/B, 8700-23 (Revised 12/2011)
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PREQB’s Resolution on EPA’s New Definition of

Hazardous Wastes (Secondary Hazardous Materials)



GOBIERNO DE PUERTO RICO
OFICINA DEL GOBERNADOR
JUNTA DE CALIDAD AMBIENTAL

IN RE: R-11-11-1

DISPENSA GENERAL NUEVA ;
DEFINICION DE DESPERDICIO SOLIDO

RESOLUCION Y NOTIFICACION

Durante reunién celebrada el 8 de julio de 2011, los miembros de la Junta de
Gobierno (Junta) de la Junta de Calidad Ambiental (JCA), motu proprio, determinaron
que la nueva definicién de desperdicio sdlido promulgada por la Agencia de
Proteccién Ambiental Federal, EPA por sus siglas inglés, pueda ser aplicada en Puerto

Rico, mientras que la JCA la adopta mediante reglamentacién.

Las revisiones a la nueva definicién de “desperdicio sélido™ para excluir ciertos
materiales secundarios peligrosos bajo el Subtitulo C del “Resource Conservation and
Recovery Act” (RCRA) entraron en vigencia el pasado 29 de diciembre de 2008,
enmendando las Partes 208, 261 y 270 del Tomo 40 del Cédigo de Regulaciones
Federales, en adelante 40 CFR. El propésito de la nueva definicién es fomentar que la
reclamaciéon de los materiales secundarios peligrosos se haga de manera legitima y

asegure la proteccion de la salud y el ambiente.

El proceso de manufactura de la gran mayoria de las empresas situadas en la
isla utiliza materiales que luego del proceso de manufactura, generan materiales
secundarios que bdjo el marco reglamentario local podrian clasificarse como
desperdicios sdlidos peligrosos. Los materiales que no pueden ser reutilizados y los
residuos generados del proceso de recuperacién son frecuentemente clasificados
como desperdicios peligrosos, y a pesar de tener un potencial reuso, esta clasificacion
impide en muchas ocasiones la re-utilizacién del mismo. Bajo la nueva definicién este
material es considerado un producto {material peligroso secundario) y no estaria sujeto

a los requisitos reglamentarios de un desperdicio peligroso.

Esta Junta, en dnimo de ser consistente con la reglamentacién federal vigente,
ha comenzado un proceso de enmienda reglamentaria a los fines de adoptar la
nueva definicién de desperdicio sélido peligroso. Sin embargo, en vista de que el

proceso de reglamentacién es uno extenso, y consciente de la importancia que este
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NOTIFIQUESE, personalmente con copia fiel y exacta de esta Resolucién a los
siguientes funcionarios de la Junta de Calidad Ambiental: Ledo. Reynaldo Matos
Jiménez, Miembro Asociado; Lcda. Blanche Gonzalez Hodge, Miembro Asociado; Sra.
Wanda E. Garcia Herndndez, Miembro Alterno; Ledo. Anibal A. Herndndez Vega,
Gerente, Oficina de Asuntos Legales; Sra. Maria V. Rodriguez Mufioz, Gerente, Area de
Control de Contaminacién de Terrenos; Directores de las Oficinas Regionales y
Gerentes de los Programas de la Junta de Calidad Ambiental.

DADA en San luan, Puerto Ricoa 8 de julio de 2011.

\ &,
Lcdo. Pedrb J. Nieves Mir(
President

3

CERTIFICO: Que he nofificado, mediante mensajero interno a los funcionarios de la
Junta de Calidad Ambiental, habiendo archivado el original en autos.

En San Juan, Puerto Rico, as¥de aX?éie 2011.
L >

Lecda. Edmée Zeidan Cuebas
Secretaria
Junta de Gobierno



